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Food and Drug Administration
2098 Gaither Road
Rockville MD 20850
Via Federal Express
JUN 28 2001 WARNING LETTER

Mr. Tom Goldman

President

Bayshore Community Hospital
727 North Beers Street
Holmdel, New Jersey 07733

Dear Mr. Goldman:

During the period of Aprii 23-24, 2001, Ms. Jean M. Kelahan, an investigator with the Food
and Urug Administration (FDA), New Je rsey District Office, inspected the institutionai review
board (iRB) at your faciiity. The pu NSpec

rpose of this mspecuon was to determine whether your
in

IRB's activities and procedures relating to investigational studies of FDA-regulated products
complied with applicable FDA regulations.
We have completed our review of the report submitted by the district office which described
and documented violations of the requirements of Title 21, Code of Federal Regulations (21
CFR), Part 56 - Institutional Review Boards, and Part 812 — Investigational Device
Exemptions. These violations were Iis ed on the Form FDA-483 "Inspection.a! Observations”
that was presented to L. Scott Larsen, M.D., Chairman of the Bayshore Community Hospital
and dlscussed with arsen andmt e IRB’s

; A g at the conclusion of the inspection. The description of
vnolatlons that follows is not mtended to be an all-inclusive list of all of the IRB’s deficiencies.

The written procedures do not adequately meet the regulatory requirements of 21
CFR 56.108(b) and 21 CFR 56.115(a)(6). The IRB’s written procedures entitled,
“The Bayshore Community Hospital I.R.B. Manual,” lack the following procedures:

o for determining which projects need verification from sources other than the investigator
that no material changes have occurred since previous IRB review;
« for ensuring prompt reporting to the IRB, appropriate institutional officials and the FDA

of instances of serious or continuing noncompiiance of investigators with the reguiations

M els)

or the requirements of the iRB;

o for ensuring prompt reporting to the FDA of unanticipated probiems inciuding risks to
human subjects;
fme Anbavimaimizere WO 8 mmn 4L DAl /O mwmtrom Al mim ol mssm I o L MYl /RO £ e e B2 ]
[ ] 101 Ucieriniiny Olglllllbdlll NiSK (o) veisus NO ll-blglllllbdlll RISK (NOR) 101 imneuicdi
device investigations.
In addition, the written procedures do not contain a description of the qualifications for IRB
membership or a statement as to the length of time the IRB records are to be maintained.
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Futhermore, review of IRB meeting minutes and other records related to the review of the
“Manual,” or by-laws as revised during 1998-2000, disclosed that there was no
documentation that the revisions covering the following procedures were approved by the
full IRB committee, the IRB Chairman, or any other institutional official.

The IRB failed to conduct review of research in accordance with the procedures

described in their written procedures or as required by 21 CFR 56.108(c). Neither a
majority of members nor a quorum, as defined in the procedures, were present when
review of research was conducted at convened meetings of the IRB.

¢ Minutes of the IRB meeting of June 8, 1999, indicate that only six of nineteen
members listed on the membership roster in effect at that time attended the meeting.
The meeting lacked a quorum (two-thirds of its members as defined in the IRB
procedures). The meeting also lacked a simple majonty of members as required by 21

sed that |n|t|a| review of the

f e Was approved by the

IRB at thatmeetrngv

e Minutes of the meeting of September 15, 1999, indicate that only five of nineteen
members listed on the membership roster in effect at that time attended the meeting.
The meeting lacked a quorum (two-thirds of its members as defined in the IRB
procedures) The meeting also lacked a simple majonty of members as required by 21

, of an amendment to

. " ‘was reviewed and approved by the IRB during this
meetlng, also wrthout a quorum present.

« Minutes of meeting of November 2, 1999, indicate that only seven of nineteen members
listed on the membership roster in effect at that time attended the meeting. The
meeting lacked a quorum (two-thirds of its members as defined in the IRB procedures).
The meetmg also lacked a simple majorlty of members as requrred by 21 CFR

er review of of an amendment to the
X . B jwas approved by the
drug study studies

Btwere reviewed by the

‘ "l 'uithis meeting, also without rmresent. )



The IRB failed to maintain minutes of the IRB’s meetings in sufficient detail to show
attendance at the meeting; actions taken by the IRB; the vote on these actions
including the number of members voting for, against and abstaining as required by

Review of the minutes of the IRB meetings of June 8, 1999, September 15, 1999, and
November 2, 1999, disclosed that the minutes do not clearly distinguish between “members
present” and “member absent.” Instead, the minutes list all members under the heading
“Present” and then use “tick marks next to the listed member to denote their presence.

" Minutes of the IRB meetlng of June 8 1999 Iacked a numerlcal vote for the initial
review of thé¥ } ‘ s e i PRI This
study was approved by the IRB at that meetlng,

e Minutes of the IRB meeting of September 15, 1999, iacked a numericai vote for the
revnew‘,ot a sngnmcant protocol amendment to an investigationai arug sruaymm

#&® Which was reviewed and approved by the iRB during this meeting
The IRB failed to maintain accurate listings of the IRB’s membership. The IRB does
not maintain listings of IRB members by names, earned degrees, or representative
rananituy ae rannirad he 21 CED ER 14E(a)E)
VGPGVI" av IU\‘UIIC\‘ ~ =l Wi IN VUV l\l\a"v’-
For example, the list of IRB committee members, or roster, date 999, does not
accurately reflect membership. This roster does not contain any i f the non-
scientific and non-affiliated members. In fact, the representa - are missing

or incomplete for 18 of the 19 members listed. ”One memberf—G_— ¥ is listed as
“Community representation.” The meeting minutes make no further clarlflcatlon

The violations listed above reflect a failure to meet fundamental requirements; you must
inform this office, in writing, within fifteen (15) working days from the date of the

receipt of this letter, of the actions you have taken or plan to take to bring the activities of
the IRB into compliance with FDA regulations. Please include a copy of any revised
documents, such as written procedures, with your response. Any submitted corrective
action plan must include projected completion dates for each action to be accomplished.
We wiii review your response and determine whether the actions are adequate to permit the

delay and tﬁe tnme within which the corrections wili be eerﬁp eted. Fa:iure ie take prompt
bl b Amea b Sl Alad:mvam mmal Fatliivom b rammmmmmal an s ramiild fia il ab A A abl A
aClUll L COITEUL LITSE VIVIALUIS dalnu 1aliule o 1espuliu ifidy icsult i reguialtury acltivll
wiithanid frirthar natira inAllidina Aicaiialifiaatinn Af tha IDDR

WILHIUUL (Ul UITT TTVUVT, HIVIUUINTY Wisyuaildivauuvll vi Uic §inw.
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Your response to this letter should be directed to the Food and Drug Administration, Center
for Devices and Radiological Health, Office of Compliance, Division of Bioresearch
Monitoring, Program Enforcement Branch Il (HFZ-312), 2098 Gaither Road, Rockville,
Maryland 20850, Attention: Kathleen E. Swisher, R.N., J.D. A copy of this Warning Letter
has been sent to the FDA's New Jersey District Office, 10 Waterview Drive, Parsippany,
New Jersey 07054. We request that a copy of your response also be sent to the New
Jersey District Office.

Please direct all questions concerning this matter to Ms. Swisher at (301) 594-4720,
extension 138.

Sincerely yours,

(Yad LU, 5

Larry D. Spears

Acting Director

Office of Compliance

Center for Devices and
Radiological Health

cc: Michael Carome, M.D.
Office for Human Research Protections
Office of Public Health and Science
Office of the Secretary
6100 Executive Boulevard, Suite 3B01, MSC-7507
Rockville, Maryland 29892-7507

L. Scott Larsen, M.D.

Chairman of the Bayshore Community Hospital IRB
Bayshore Community Hospital

727 North Beers Street

Holmdel, New Jersey 07733



